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-;- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

!; A SHORjrENEDj STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(Si) OR THIRTY (30) DAYS 
WHICHEVER l§ LONQERi FRpM "[HE MAILING DATE Of JHIS COMMUNICATION. ' ! J "'' :! ; v 

Extensions of time may be. available uq^ In no event, however, may a reply be timely filed , 

after SIX (6) MONTHS from the mailing date of this communication. ' ! , ' 

- if NO period for reply is specified above, the [maximum statutory period will apply sind will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set;or extended;period!for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply, received by the Office later than ttvee months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). ' 

Status 

1)G3 Responsive to communication(s) filed on 08 August 2007 . 
' 2bM\ This action is FINAL. \ / { , 2b)Q:Thi§ action .is non-final. 

3) D Since thisj application js ifi jcbriditibn for allowance except for formal matters, prosecution as to the merits is 

closed in accordance ; with the; practice] under fix parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims • 

4) S Claim(s) 1-31 is/are pending in the application. 

4a) Of the above claim(s) 1-1 5 and 20-31 is/are withdrawn from consideration. 
. j 5)D C.laim(s) j is/are allowed. 

6) E3 ; ClaimfsV 16-19 is/are re|ectedil . 

7) D Claim(s) J ' m is/are; objected to. 

8) D Claim(s) r_ are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

. 1 0)D The drawing(s) filed on is/are: a)Q accepted orb)D objected td by theiE^aminqr, ;. 

: Applicant may not request that ^e 37CFR T.85(a). ' 

Replacement drawing sh^t(s) induding the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaratioh is objepted to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 
, 1 Certified copies of the priority documents; have ?bieen received. : •» ;i •= 'i;jS 

2.p Certified copies of the priority documents have .bbien received in Applicatiori No. 



3.U Copies of;the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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4) □ Interview Summary (PTO-413) 
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DETAILED ACTION 



Applicant's amendment and response to restriction requirement of 9/8/06 are entered. 

■ 'i " ' i ■ U ;:£•■ : : '-• i' ' i ' • ' ' '\ !' ' ' i£ : "' ' 

..... , . . . I • . t. j \ ' i | . i )> » , i • • . j 

Claim 16420 ^e^ended. ! ; " ; 



Claims! 



£r^e;pendihg. 



Claims 5 s ! W|20-3 lj remaiii withdrawn a? drawn to non-elected indentions. 
Claims 16-19 ^;p^$etttly ro^idered. > ; M.= j - 

Response to Request - Rejoinder 

Applicant requests rejoinder of the other inventions (p ! - 8 of the response of 8/8/07). 

- ! ' ! ■ ■ j [ ' ' i :' ' *" : ! ' i * ' ! i! i ' 1 : ; ' 

j . ! • • \ \ " \ ■ ' j : , i ' . 5 = 1 

It is;npted, as stated in : the restriction jrequirement of 10/31/06, that s th£ process' claims of 
the same scope as that of a finding of otherwise-allowable product claims, biay be rejoined at the 
time of so-finding otherwise allowable product claims. Applicant is forewarned, however, that 
rejoinder after final rejection is. foreclosed, a$ such Mfbuld necessarily amotailj to fi^er , 

consideration.;.!' ■■■•'!! \\ ' ! ! : \ j 

Information Disclosure Statement 

Applicant's IDSs of 8/8/07 ah<t 5/7/07 have^een considered, signeii, jiiiitiai^aiiddated. 



Election/Restrictions 



Si", i s i: - , 



• ' : t 1 



, 1 



Claim Rejections - 35 USC §112 ! 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 



The speciification shall conciude with orie:or niore-clain^ particularly pointing out arid distinctly claiming the 
subject matter which»^he!ap^licant regards as hjs invention;. i ' ; i 
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Art Unit: 1633 : j '-Si: ;■ ■; ^ ! ' ' ; ' i ' 
.' -li : ' :•; ,.; •;: • .' \ \ 

- ' ■: i .:« • : •; •. , ; , . • . 

In light of the amendments, the rejections of Claims 17-19 under 35 U.S.C. 1 12, second 

paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 

■. ' . ; ','.!■• ; '■ ''i j .:,!;=; . .... . 

matter which applicant regards as the ihventibii arei withdrawn. ! \\ ■■" '■ i ! 

; : :! i ^•■,.. r ;t.::f ::i 1 • !■' ' '•■ .'. ' 

To Wit,;;the clairqs no longer recite the term ''derived from". 



Double Patenting 

Th<? nonstatutory double patenting rejection is based on a judicially cheated* doctrine . 
grounded in public ^jicy (a jp^licy ^fleeted; in the jstatute) so as to prevent the unjustified or 
improper tiine^yi^e exiehsipn 6f the "right tojexclucje" granted by a patent and to prevent possible 
harassment; by multiple iassignees. A; nonstatutory !obviousness-type double patenting rejection 
is appropriate where the conflicting ciaims are not identical, but at least one Examined : 
application claim is not patentably distinct from the reference claim(s) because the exanjined 
application claim is either anticipated by, or would have beeniobvious over, the reference 
claim(s), See,.e,g., In re Berg;, 140iF.3d 1428, 46 U£PQ2d 1226 (Fed. Cir.j 1$|98); In re . 
Goodman, \ 1 E.3d ; 1 ; 046 ; 29t}SPQ2d ^010 (Fell C5r.il 993); In re LongU 754 F.2d<887, 225 { 
USPQ 645 fcFed! Cir: 1 : 985); Jh re Vah Ornuw, 686;F.2d 937, 214 USPQ 761 '(CCPA 1982); In re 
Vogel, 422 F.2d 43,8, 164=USPQ 619 (CCPA 1970)j and In re Thorington, Ul8 F.2d 528, 163 
USPQ 644 (CCP A 1969). : • ; ; : I i 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .32 1 (d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either isjshown to be commonly owned 
with this application or cjalnls an invention; made asjd result 6f actiVities Uri^e^akjep: Svithiin the 
scope of a joint ^ resg^cl^ ^eement. | j ■ ] ' 1 • ; I 1 

Effective Jani&y 1; 1^94, a registered attorney or agent of record may sign a terminal 
disclaimer. A tehiniriall disclaiiiner signed by the assignee must fully comply with 37 CFR 
3.73(b). ; i 1 • - ! i- j . ' 1 ! i. , . 

Claims 1 6- 1 9 are rej ected on the ground of nonstatutory obviousnessrtype double . 
patenting a* being unpatentable over claims 1-28 of U.S. Patent No. 7,078,21:8, and, for Claim 
17, also Slovin^ 4 al. (1999) Proc Natl Acad;Sci, USA, 96(10): 5710-15. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
patent is drawn to methodsof making alpha- viral particles of the sapie scope-as the. presently 
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claimed invention. Moreover, the specification teaches similar tumor antigens and viral 1 antigens 
(e.g., detailed description and examples). 

Hence, at the time of invention, -the compositions Would be obvioui afclthe pfutpbse of the 
methods is to produce such compositions an<J the patent teaches it can be done, hence, there is a 
reasonable expectation of success. ! 1 : : • ••• : 

Still further although only a single tumor antigen is taught, Slovin teaches that multiple 
antigens for the ' tumor may; bje! Used tcj develdi) hiultivalent vaccines (e.g., A^STRk^T). <He;nce, 
at the time of irivfentioh; it >votild have been (j>bviou$ to modify the methods in developing a 
vaccine to prostate cancer. 1 The Artisan would have expected success as the patent teaches the 
vaccines work, and Slovin teaches the use of doing so to develop a multivalent vaccine to 
prostate cancer. ' ! : i- ' ; ' \ *' : "r 1 • ! 5 ; : ! ^ :S 

I K;;, ; j ? : : ' ■ : : 1 " : i, . . 

1 ' . } • ' • ! * "f 1 " • • '1 i [ i 

'* -i ..... .• i : 

" < , I •■• • i ' - ) 

" ' ' r: ' : ': ; . ■ j . ! ■ ;. j ' . .., i . \ , 

Claims 1 6 and 18-19 remain rej ected on the ground of nonstatutory obviousness-type 

double patenting as being unpatentable over claim 6 of U-S. Patent No. 7,090,852, for reasons of 

record. Although the cqiiflictjjng claims are not identical, they are not patentijbiy distinct from 

each other f)ecau$e ? the ; iAstarit:|ispecification covers |imilar VEE replicons for inducing immunity 

to viruses, and Claim 6 of the patent claims a composition of such replicons encoding up to 

several specific MBGV proteins, which is useful for inducing; immune responses to the Marburg 

virus. Further, the instant Specification teaches : that the replicons may be used to induce 

immunity to any yira^; tiehc^, the compositions claims are obvious over the patent, the Artisan 

would have been motivated to make them in order to produce immunity to the Marburg virus. 
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Moreover, the Artisan' would have had a rea^onablej expectation of success', as the claim teaches 
that the compositions may be used as a vaccine. 

Response to Argument - ODP against 7,090,852 

; • ; ..■ ; . * 1 1 • ' : ' ; 

Applicant's ^gym^nt of 8/8/Q7has been fiiHy considered but is not found persuasive. 

Applicant- argues thiat the patent is drawn to ja composition of the same viral particles, and 
not a plurality of particles with distinct antigens (p. 9, last paragraph). 

Sucfi is not persuasive. Applicant's claims read on a plurality of the same particle, which 
each encode multiple aijltigerii as well* as the composition Applicant is arguirig is present. 
Further, the specification teaches the combination of distinct viral particlesj which are argued is 
claimed (summary of the invention). 

Applicant argues that the compositions as claimed are made ;by a distinct process, 

• ; . . ; , : 1 j . : ' , ' ' . 

stressing thafrthe salt wafeh steiip is thelihiportant component of the process (p) 10, paragraph 1). 

' 1 '! [ /- r i ■ : - ! : . : f K ' i " 

Such is not .perStiasive^ Applicant is elaimirjig the product via a product-by-process claim 
and compositions obtained do not differ. Hence, the product is the same, and therefore is an 
obvious member of the genera currently claimed and is obvidusndss-type dqyble patenting. 
Another method 6f making ;th| same composition does not make the composition patentable 
again. I ' ; I 



i 



Claims 16 and 18.-- 19 remain rejected on the; ground of nonstatutory o^yioi^siness-type 
double patenting as being unpatentable over claims; 2-3 and 8-9 of U.S. Patent No. 6,783,939, for 
reasons of fecordi Although the conflicting claims 'are not identical \ they aire; not paferitably \ 
distinct from each other because the differences between the claims are that the patent claims are 
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drawn to spjecific! viral: proteins as antigens of HIV. I However, the instant specification teaches 
any particular combination; of such antigens (e.g., pp. 4-5, paragraph bridging). Hence, in view 
of the patent, it would have been obvious to make the instantly claimed invention. The Artisan 
would have; been;motivated to; do so in orderrtoi produce the proteins in imikiiiirte responses. 
Moreover, the artis^; would have had a reasonable jexpectation of success,; as the patent taught 
that such particleicompositioris could ! be so-used. ! : \ j 

Response to Argument -ODP against 6,783,939 

Applicant' sargument jbf 8/8/dXhas been fully considered but is not f&uhd jpiersuasive. 

Applicant argufesi that; the patent is drawn to ja composition of the salme viral particles, and 
not a plurality of particles with distinct antigens (p. 10, paragraph 4). : 

Such is not persuasive. Applicant's claims read on a plurality of the same particle, which 
each encode multiple antigens,, as well;as the composition Applicant is argiiiiig' is present: 

Moreover, the patent teaches: that these compositions may comprise multipile particles with 

" : :• ■'■■ ]] [ \ . i'i : * •; , . \ . 

distinct antigens (summary of the invention). 

Applicant argues that the compositions as claimed are -made ;by a distinct process, ; 

stressing that the 'salt w^shstqp is the: important corhponent of the process (pp.' 'lO-It, paragraph 

'• \ ?.^ l: X ' : i • : ! ,•: , !' • . 

■ bridging). : ! '- ;\ ;: : .' j! • 1 *■ • •; ' ! ■ . ! • 

Such is not persuasive. Applicant is claiming the product via a product-by-process claim 
and compositions obtained do not differ. Hence, the product is the same, and therefore is an- 
obvious meimber of the. gerieira currently claiined, and'is obviousness-type double patenting. 

•'■ ' ; ; ! j j , r ' • y ■ • . 

Another method of making; thjp same composition djoes not make the composition patentable 
again. 
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Claims 1 6 and 1 8- 1 9 remain rejected on the ground of nonstatutory obviousnessTtype 

double patenting as being unpatentable over claims 1, 3-8, 10415, 33-40, 44-49 and 51-77 of U.S. 

' ; ■':■:.:•!■■' ' , :v :■ ! ; « ; \ \\ .i :; ] :'■ ' \ ■■ 

Patent No. 6,521 £35,; for TeaSpns of ijecord. Although the conflicting claims ( are not identical, 

' ! ■ '■ ''• " : , ' :.:!': • ■ ■ ' v ' ; • 

they are not patei^tably distinct from each other : because the differences between the inventions 

are the patent claiming specific viral replicons, claiming specific attenuating mutations, and 

specific viral antigens. Moreover,.the claims of the patent, except .claims 3-4, do hot claim 

specific antigens to prptbzoa or bacteria or the geneira of any viral antigens. However, the instant 

specification teaches attenuating mutations to the Eil ^E3 (e.g., p.6), and the; specific attenuating 

mutations (the references cited in e.g., p. 6). Further, the patent teaches protozoa, bacterial, and 

viral antigens in general (e.g., cols, 5-6). Still further, the instant specification teaches the 

specifically claimed i viruses f<jjr their antigens (e.g.,;p.:12). Hence, in light ! of<US Patent No 

6,521,235, it would kayeb^i 1 obvibtis to make the [instant invention: The Artisan would have 

been motivated to do so in order elicit immune responses, as taught in the patent. Moreover* the 

Artisan would haye expected success^ as the patent teaches subh. !' j i • & ; . • 

; . * . ; . ,• ■!. ; ■ ,■ ! i< . • i I i 1 I j 

f :■!! Response to Argument - Of)P against 6,521,235 

" •'• ■} ;■ ' ; :;!' • ; • .* ! ■ , j ■ 

Applicant's af gumeiit of 8/8/07 has been fully considered but is not found persuasive;. . 
Applicant argues that the patent is drawn to a composition of the same viral particles, and 
not a plurality of particles with distinct antigens (p. ill, paragraph 4). | ' j'; ; . .1 . 

Such is ;hot p;etfstiasivel Applicant's claims tead on a plurality of the same particle, which 

• *; • 1 I • ; - ; i • i i ■ ■ ■ ■ 

each: encode multiple antigens, as well as the composition Applicant is arguing is present. '. ; 
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Moreover, Applicant is forewarned that amendment Will only force an ODP tb be Haade With 

■ « " * ' « , • 'i i- j , ' •• '! ' i ,; ' ' ■ : i 

another piece of M jfor example, Applicant's otherj patents, to make the composition as 



! : 1 



Applicant argues is claimed. Hence, if Applicant wishes to avoid unnecessary delay iii issuance 
of a patent, Applicant is recommended to find another manner to distinguish the patent. : 
Applicant argues that| the compositions las claimed are made by a d^stiirtct 'process; 
stressing that the jsalt wash istfep is the important component of the process ([pp. 12-13, paragraph 



bridging). 



Such is not persuasive. Applicant is claiming the product via a prodiict-by-pfocess claim 

! i'i 'i -i - \ i ;: • 



i i 



and compositions obt^ed not (differ. Hence, the^roduct is the same, and[ therefore is an 4 
obvious member ipf the genera currently claimed, aid lis obviousness-type tiriuble patenting. 

• • | : - v;.;: ' : : * j : ' 1 : • \ r ■ ; ; : . 

Another method of making the same composition does not make the composition patentable 



again. 



t j 



i ■ ; 



: .1 I:'/; 
i i 



Claims 16, 18-19 remain rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 32, 34-35, 37, 40 < 42, 44-45, 47 j 50-52, 54-55, : 57, 
60, 62, 64-65, 67; 70, ;72, 74-75, 77, 80; 82, 84^90 of O.Si Patent No. 6,531,135, for reasons of 
record. Although the conflicting claims are hot identical,; they are not patentably distinct from 
each other because the differences between the claims are the patent claiming specific alphayirus 
replicons. Further, the specifications each direct the lartisan to use iencoding sequences from 
similar viruses (e|.g.;: RATCNTf, col. 5)1 ! Hence, froiW the disclosure of the patent, it would have 

• ;. : I-'",: ■;• !; ■ ' ! • I ' ''■ ■ • . . ' ■ ■ 

. .. , p !,,., ,., : ,;. ....... , , ., I 

been obvious to make, the instantly claimed ihventiimJ The Artisan would have been motivated 



Application/Control Number: 10/73 5^60 1 ; j Page 9 

Art Unit: 1633 

to do so in order to provide; immune responses, as taught in the patent. Moreover, ;the Artisan 

. ! !.':''' ■ i '. ' \ : : I ' i ' ' : ,: ' ! :l ■ ' " i 

would have had a reasbrlable expectation of success,: as the patent teaches it c'ah be done. 

.' >'■ •!•.:.' "•*'. ■:;'.••!• i . j 

■ Response to Argument 

Applicant's argument of 8/8/07 has been fully considered but is not found persuasive. 
Applicant argues thkt the patent is drawn to jaj composition bf the ssjmie viraj- particles, and 
not a plurality of jpartifc^s with distinct antigens (p. i 12, paragraph 4). 

■ '•■ ' '■ !' v -,; : : .' '. i ;•!;• : i ' : ' \[' , j . '. ' : 

Such is nbt persuasive. Applicant's claims read on a plurality of the same particle, which 
each encode multiple antigens, as well as the composition Applicant is arguing is present. 
Moreover, Applicant is fdrewjamed that amendment jwill only ! force ! an ODP 'jtsoj. s be inade with • : 
another piece: Pjf $rt 5 - ffor ex^ple. Applicant's otherj patents, to make the composition! as 
Applicant argues lis claimed. Hence, if Applicant wishes to avoid unnecessary delay in issuance 
of a patent, Applicant is recommended to find another manner to distinguish the patent. 

Applicant argues that the cbmpdsW 
stressing that; the ;salt wash ;ste:p is the important component of the process (pp. 12-13 , paragraph 
bridging). 

Such is not persuasive. Applicant is claiming the product via a product-by-process claim 
and compositions obtained idd riot diffeiv Hence, thje'product is the same, and theitefdre is ani ' ' ' 
obvious member of tiig general 5 currently claimed, andiis obviousness-type double patenting. 
Another method of making the same composition does not make the composition patentable 
again. 



Applicant: argues that! the clairris of the pateit do not teach a group 1 of jproteihS : 
corresponding to 'an ;expressiph library; and hence, £re distinct (pp. 12-13, paragraph bridging). 
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Such is not persuasive. More than one protein antigen from the same source is included. 

.. ! • • • . • ; :. . i •. ; • : ■ 1 n ; • • 

How does this differ from ^ library? Simple-use ofjthe word library does nof.make something 

; ! . ■ ' ' '" "* ! .•»■ j ! * i • li" ! i ' ' : i * ' • . i i 

distinct, it is ^ : 

' j ' ' ' i ' ! ' ! ' ; ' ; ; r : : 

Claims 16 and 18-19 remain rejected on the ground of nonstatutory obviousriess-type 
double pate;mmg;as^ 16-17, 19, 23-35*37-55, 57, and 61 of 

U.S. Patent No* 6yl56^558,;MreasoniSii3f redord. Although the conflicting claims are not . 
identical, they are not patentably distinct from each other because the differences between the 

instant claims and the patent claims are that the patent encompasses not only- claims the generic 

" ■ ■ ! i ; !■ : ;,- ■• ■ . ' ' ; i : ' 1 ! -\ i'i : • ." ■' >■ . 

alphavirus, |but 'also .claims specific vq-uses encomplassed, and further comprises specific 

■ ■'■ ;:•••!'.!• - ; : i ■ f • ! , i 
attenuating mutat^iorisi i However the instant specification teaches attenuating mutations in 

general, and teaches the various specific viruses claimed. Moreover, the patent, while not ; 

specifically claiming antigens, does teach the use.of viral antigens (e.g., cojl. 5). Hence, in light 

: : ' ' ! i : '. ' '■ '< ■ 

of the disclosure of the patent? the instantly rejected claims are obvious. The 'Artisan would have 

been motivated to' rnake the compositions, as the pajterit teaches that such may induce immune 

responses. Moreover, the Artisan would have expected success, as the patent teaches such. : 

! Response to Argument - 

Applicant's ^giiment ^>f 8/8/0^ has beeh fully: considered but is not fiund perkuasive. 

Applicant; argues that the patent is drawn to ;a Composition of the same viral particles, and 
not a plurality of particles with distinct antigens (p. 1 3, paragraph 4). 

Such is not persuasive; Applicant's claims r^ad oh a plurality of thje same jiarticle, which 
each encodp muUiplfe^U^e^ as well!as the composition Applicant is arguing is present. 
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Moreover, Applicant is forewarned that amendment will only force an ODP to be made with 

.. 1 • . • ; • : ; .: , . ; i • 1 ' i i * .. • :■ 
another piece of art; for example, Applicant's otheri patents, to make the composition as 

. • "Li^-:'!! : ' l ! ' ! !■ -.• : 

Applicant atguesisdaihied. * Hence, if Applicant wishes to avoid unnecessary delay in issuance 

' l - \ : ' i«- 1 ! : . j ■ ■ | : 

of a patent, Applicant is recommended to find another manner to distinguish the patent. 

Applicant argues that the compositions as claimed are made by a distinct process, ; 
stressing that the salt wash ;step is the- important coihbpnent of the process 13- {4, paragraph' 4 
bridging). ! ': =' . j : : ■ f i • ; | •' 

Such is not persuasive. Applicant is claiming the product via a prodiict-by-process claim 
and compositions obtained do not differ. Hence, the product is the same, and therefore is an: 
obvious member of the genera currently claimed, an<ji iis obviousness-type dd jitle patenting. 
Another method of maWrig thjB same composition djoes not make the compbsition patentable 
again. 

Applicant argues that the claims of the patent do not teach a group of proteins : 

corresponding to an, expressiojp librar^and hence, ire distinct (pp. 13-14, paragraph bridging). 

0 r . : - ! " i'i- ■' j . • : ! . ■■ ■';!.■' » ■ j . j ! 
. Such is pot persuasives More than one protein antigen from the same source is included. 

How does this differ from a library? Simple use of the word library does not make something 

distinct, it is the structure of the composition itself that makes! it distinct. * 

Claims 16 and:18-19 remain rejected'on thejground of nonstatutory obviousness r type 
double patenting as being unpatentable over claims 22-26, 28-29, 31-34, and 36-37 of U.S. ; 
Patent No. (5,541,010, for reasons of record. Although the conflicting claims are not identical, 
they are not pateritably 3is]tinct from each otHer because the differences be^wien the instant 
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claims and the patent's claims are that the patent has attenuating mutations encompassed, 
specific viruses encompassed,;; andjno; specific heterologous sdqueride clainieil; ; Hqwever, the . 
patent's sp^clficat^ |)rokiaryotic 5 eiikaryoljic,' protozoa, and viral ^ntigens (e.g., cols. 11- 
12, paragraph bridging). Moreover, the instant specification teaches to attenuate the; same genes, 
arid use of similar viral replicons. Hence, in view of U.S. Patent No. 6,541,010, the artisan : 
would have been motivated to; make th^ claimed inyention. The Artisan Woiiifl liav^also : • 
expected success; as the patent teachers that sjich caji be done. j 

Response to Argument - OOP against 6,541,010 
Applicant's argument of 8/8/07 has been fully considered but is not found persuasive. 

Applicant argues that the patent is drawn to !a' composition of the salm'fe Iviral j particles, arid- 

' . •' i 'i, :: ' . . ' «' . 4 . ! > 1 • i ; 

not a plurality! 6f fcarticl'es with distinct antigens (p. j 1 4, paragraph 4). j 

Such is not persuasive. Applicant's claims read on a plurality of the same particle!, which 
each encode multiple antigens, as well as the composition Applicant is arguing is present. 
Moreover, Applicant is forewarned that ameridfrient Will only force an ODP ifa fee itnade with 1 
another piece of art>ifor example, Applicant's otheri patents, to make the composition as 
Applicant argues is claimed. Hence, if Applicant wishes to avoid unnecessafy delay in issuance 
of a patent, Applicant is recommended to find another manner to distinguish the patent. s 
Applicant! argue^ thiati the cbmpjositioris as claimed are made by a distiiict prbcess, 

stressing that the Isalt wash :s^jp is thejiiriportant coihponent of the process (p. 14, last paragraph). 

'. j ! 1 :■ }\\ . ; ' : • : : : I ; 1 • . ■ [ j * :;• 1 ' . ' . . . • 

Such is not persuasive. Applicant is claiming the product via a product-by-process claim 
and compositions obtained do not differ. Hence, the product is the same, and therefore is an : 
obvious member of ,the , genera currently claimed, an<^ ! is obviousness-type double patenting. 
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Another method of making the same composition does not make the composition patentable! 

Applicant; argues that tjhe claims of the patent cio not teach a group of proteins 
corresponding to ;an expression library and hence, ^e distinct ^ 

Such is not persuasive. More than one protein antigen from the same source is included. 
How does tjiis differ from a library? Simple use of the word library, does not make something 
distinct, it is the struptufc of, the composition itself tHajt makes it distinct. [ ' \ • 

Claims 16-19 remain provisionally rejected on the ground of nonstatutory obviousness- 

s 

type double patenting as being unpatentable over .claims 1 -2 1 iof copending Application No. 

' i - ! •:!; . ! . • , 1 . \ ! ' ■ ■ 

10/517,083^ for reasotisi of record. Although' the conflicting claims are not identical, they are not 

' '. ■•: ;■.;•;>••! . ; . : i . : . 

patentably distinct from each other because the differences are that the patent's claims are drawn 
toiVEE alphaviral replicons, and specific mutations to attenuate such particles. However, the 
instant specification teaches VEE replicons (e.g. , p. |1 2) and further teaches attenuating 
mutations in V^^e'dfesiiiat^b (e.g., p. 20). ; Lastly, 'it should be noted thaj iij "10/5 1 7,083, 
Applicant has specifically defined the article "a" or' "an" to encompass multiples, and hence* all . 
these claims are drawn to multiple antigens. Lastly, the 10/517,083 Application teaches all the 
same species from which ;the antigens aire derived (e.jg., pp. 27-29)! 'Hencei tfee; instantly rejected; 
claims are pbvipiis civfeii Ihkt cjif the claims and specification of the other Application. The 
Artisan would halve been motivated to make them, in order to produce immune responses: . : • 
Moreover, the Artisan would have had a reasonable expectation of success, as the other 
Application teaches such use. i! 1 "j !;, ; 
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This is a provisional obviousness-type double patenting rejection because the conflicting 

claims have not in fact been patented. , , 

. Response tb Argument -Otfp against 10/517,083] K ' : > ' : 

Applicant's argument of 8/8/Q^ihas been fully 'considered but is not found persuasive. 

i ■ ! s : ■ - ■ . : ; | ... . 

Applicant argues that the rejection be withdrawn and reinstituted at the time the other 

Application is patented (p. 15, paragraph 3). 

Such is persi^i.^ basis. T^he' rejection may be he|d 'in abeyance, to be 

addressed until ;tiiej .jj^sbnt dfljims,: Qrjtke othfcr Application is allowed, to b|e ireaddressed then. 

However, simply withdrawing the provisional rejection is not allowed under current prosecution 

practice. 

■ ■ ■>.■■: ! iri. v ; ' i 1 '' V*:- ^H-;,; ■'• : 

Applicant argues that the othefi Application is drawn to a composition] of the same viral 

. . ' • ' : : ; ! sji;. . , ■ ■ i. i j. ■ I . : j ,■ '. ■ 

particles, and notja plurality of particle? with distinct antigens (p. 15, paragraph 4). 

Such is not persuasive. Applicant's claims read on a plurality of the same particle, which 
each encode multiple antigens, as \vell as the composition Applicant is arguing is present. 
Moreover, Applicant is forewarned thdt amendment Will only force an ODP to be made with 
another piece of $rt, for; e^aijnple, Applicant' s other; patents, to make the composition as, 
Applicant argues is claimed. Hence, if Applicant wishes to avoid unnecessary delay in issuance 
of a patent, , Applicant is recommended to find anQther manner to distinguish ;the patejit 

Applicant arjgiie^ tW tjhe comp|bsitioris as chimed are made by a distibct process, 
stressing that the isalt w$sh;step is the;important corhjponent of the process (p. 15, last paragraph). 

Such is not persuasive. Applicant is claiming the product via a product-by-process claim . 
and compositions obtained do.not differ. Hence, thejproduct is the same* an$ therefore is ; an. : /; 
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obvious member of the genera currently claimed, afrd lis dbviousness-type double patenting. 
Another method of making the same composition does not make the composition patentable: 

a s ain - ! • • : \ . - ! : 'i . , ' 

Applicant argues thjat Ihe claims of the patent do not teach a group of proteins 1 
Gorresporiding to jari exprtsbioh library, : and hence, ard distinct (pp. 15-16, paragraph; bridging). 
Such is not persuasive. More than one.protein antigen from the same source is included. 

How does this differ from a library? Simply use of tjie word library does flot , make something : 

■ i , . ! ! i> ' ! i j! : : ! i i * 1 ; l { r: ' ' ' '' • 

distinct, it ib the stniict^e 6f;the composition itself that makes it distinct. , • " 

! ' ■ • ' ■ 1 ■ ; ' ' ■ : ' i 1 ' ;i ' ' , . ' 

i ■ . * . " •* . j i i ■ ■ 

Claims 1^ and 18^19 remain prpyisionaUy rejected on the ground of ^nqhsta^utory 

] ■ ■ ':\ • ■ j ,: ■ ' ■ { | 

obviousness-type; double patenting as; being unpatentable over claims 2-9, 17-18, arid 23^26 of 

- '' ' k v i- -.'ri'!^ • ! '! : ; i ■ ; *■ • : * * . ■ ' 

copending Application No.' 10/929,234, for reasons' of record. Although the conflicting claims 

are not identical, they are not patentably distinct from each other because while the instant claims 



are drawn to a minimum of a generic 
HIV, and the same aiitigtens, and Hiy 



! . I! 

■ ii 



pair of antigen* from a virus, both spec|ififcatidris teach = 
-1, as Well as jthe instant specification teaching each 
specific type of alphaviral feplicon particle claimed, and teaching attenuating mutations to the 
same genes. Hence, in light of the teachings and claims of 10/929,234, the Artisan would have 
been motivated to make the presently, Claimed invention, as it is taught for inclueirig immiine. 
responses; Further th^Artis^ 1 would have expected success, as the 10/929,254 Application 
teaches that it would work. 
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This is k provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Response to Argument -ODP against 10/929,234 I 

! . : . < • • - ! 1 i ■ i; i ■.:•!■.. • ~" 

' * ■ • , : :.' ; , 1 1 ' i ; ■■ 1 ; ' • ! !• < ! - 

Applicainf s ^gupent £f 8/8/0[7'has been fully! considered but is not found persuasive.. 

Applicant argues thiat the other Application is cirawn to a composition of the same viral 

particles, and not a plurality of particles with distinct antigens (p. 16, last paragraph). 

Such is not persuasive. Applicant's claims r^ad on a plurality of the same particle, which 

; /: v ,'■■.>,:.}/ : "( : ' |! i ■ r " 

each encode multiple antigens, as well* as the>- composition Applicant is arguing is present. 
Moreover, Applicant is forewarned that amendment will only force an ODp to be made with 
another piece of art, for example, Applicant's other patents, to make the composition as 
Applicant argues is claimed. Hence, if Applicant, wishes to avoid unnecessary, deljay in issuance , 

of a patent, | Applicant^WoiWeiide^ to find anot^r manner to distinguish the patent. 

■' ' !" ; : ; / :!■ : ! ': " \ : i i ■ 

Applicant argues that tire compositions as claimed are made by a distinct process, , 

stressing that the salt wash step is the important component of the process (pi 1 7, paragraph 1). 

Such is not persuasive. Applicant isjclaiming the product via a pro^pt-by-process claim 

and compositions obtained ;dpi not differ. Hence, the product is the same, and therefore is an , 

• : ': ,; : ,: ■ "i! : f j ; ; !' i : i i ■ 

obvious member bf the genera currently claimed, aftd is obviousness-type double patenting. : '. 
Another method of making the same composition does not make the composition patentable; 
again. ! . : . i: ' ; ■ ! : i; ;i "-i • ;> 

Applicant argues that! the claims of the pateM do not teach a group of proteins 

■■!,'* ' ■ • ! \ ' ■ ! : - ! " ; 1 ■ ,: 

corresponding toian expression library, and hence, are distinct (pp. 17, paragraph 1).; '■ 
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Such is Apt pensilasive^; Morejhan one protein antigen from the sameisource is included. 
How does this differ from a library? Simple use of the word library does not make something 
distinct, it is the structure of the composition itself that makes it distinct. 



Claims 16-I9 ;are pio v|sionally< rejected on tjh^ ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 18, 24, and 25 of copending Application No. 
1 1/1 32,71 1 . Although the conflicting claims are not identical, they are not patentably distinct 

from each bther because while the other Applications claims are drawn tb'l^-S^i^'t^iicon^ 

; : i .'I r.V: -i' '" i r : 1 ; : l j i- , 

i. •; • ■ ..i • \\ , . i Vi; ■< : ! ' ! : ' ' 

and do not teach Claim any particular heterologous Sequences, the present Specification teaches 

the use of TC-83 strain, because of its naturally attenuated phenotype (e.g., p. 17), and the other 

Application teaches all the same specifically claimed species of antigen (e.g., p. 25). Hence ' in 

light of the teachings and claiiins of the \ 1/132,71 1 'Application, it would hjavebeeri obvious to 

* ': i # .. f - : : h if,.'.!!: * ' ' : 1 . ' ; ! ! ■ i ." , 

make the present 'iriyeiitiom i 1|he Artisan woiild ha^e been motivated to do ! so in order to treat 
various disorders. Moreover, the Artisan would have expected success, as the other Application 
teaches it will work. 

■ ! = ■ • : :i: : = 1 I i ; - : ..C - " .. . 

This is a provisional obviousnjess-typb double patenting rejection because the conflicting 
claims have not: in fact been'^tentedj i 

Response to Argument - ODP against 11/132, 711 

Applicant's argument of 8/8/07 has been fully considered but is not found persuasive. 

. : . ■ ... .!-,-■ • ; ;» • i ■ ■ • j 'i i • ■ • . • 

Applicant argueSf that the other' Application ji drawn to a composition! of the §ame viral 

. ; ii; r i •! j ■'■ '■ 

particles, and notja plurality of particles with distintt antigens (p. 17, last paragraph). 
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Such is not persijasiye^ Applicant's claims rqad on a plurality of thb Sjame particle, Which 

each encode miiltipie^tigpn^ as well as the! composition Applicant is arguing is present. : 

Moreover, Applicant is forewarned that amendment will only force an ODP to be made with 

another piece of art, for example, Applicant's other patents, to mak$ the composition as 

i ■ >.-: Yv i" y • : Y 1 ! :iYYi Y- ■/ /= 

Applicant argues; is claimed. 1 Hence, if Applicant wishes to avoid unnecessary, delay in issuance 

■ j. •,..!.- [y; iij'; y|' I . i | : ; • 

of a patent, Applicant : is recommended to find another manner to distinguish the patent 

i Note: Defer al of Provisional Rejections ■ . • , 

; ':.! ' 1 j V "Y : j ! 'j : i; ! ! -'i ■«■'•' : ■ 

In keeping ^ith ^plicant's request; the provisional rejections, altHoiigh maintained, are 

■.: '■ !. >: ■'. "j! • 1 ' ;* * j 1 i • ; i •■' 

now deferred untjl siich time rs this Application or ia cited Application is ajlowed. 

It isi noted that the. instant Application and th$ various other patents, an4 Applications with 

; ; : : ' ■; ■ |:; : T ■ | l "j <! f^:: !iy ■/. 

at least onejcommbn fflyentorljare subject to tfestrictjon requirements between'the compositions, 

1 ■ '•' I;' :;-";;;; ;: - \[( " ; ! i* : ■; j • i j ■; ' • ' 

methods of making, arid methods of using, precluding certain rejections under double patenting. 

However, future changes in such restriction requirements (i.e., rejoinder in the instant 

Application, or in another Application) may subject jhese claims to rejections not held above, 

i ! : . : j: ; ' \ : I ! j " ■ -■■ : ! ! :: - * y *' ; 

• ■ i ■: •* 1 ■ si .-I • > ; ; 4 ; s • 

It is further noted that the various inventors have been quite prolific in the field of , ' 
alphaviral replicons, attaining approximately 24 patents to date, and having another 1 3 

Applications in various stages of prosecution. Applicant should beware th^idejieindirig on how : { 

' ; . ( :,: ' , '- : ; ' i j! ' 1 ! , ! { ! ' ; * ! ! 

these Applications, & Well;ds;the present Apjplicati6njis amended, new rejections may be 

■ ■■ ■ , , : li ' ! . ! . .i : ; ■ 
imposed under d6uble-patentihg. ' : 



Best Available; Copy 



!■; • -.i ; I! ;. ■■: j. : > 



Application/Control Number: 10/735,601 ' ' •■ Page 19 

Art Unit: 1633 



I Claim Rejections - 35 USC§ 102 



The following is ai quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the 
basis for the rejections under this section made in this Office action: I - 



A- person shall entitled to a.patent unless ; ' \\\ j ; jl |, ! > : \.] 

; • ■ • . : it' ; • : 1 , i 1 ■,-".!/'-• • 

(b) th|e invention i^.pateiiteq or described in a pHnted publication in this or a foreign country 1 or in public use or on 
sale in this -cduntf&ftbile' thah one year prior to the date o{ application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section; 122(b), by another, filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an ; 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed jn the United Statef only, if the international application designated the United y 
Stated and was published under Article i2 1(2) of such treaty in the English language! ! ■ j? ! ! :; \ f i ! , !■ • ' 

, • t 'if ■ * ' ' ' I . ' i ' • . ' 1 ! 

(f) h$ did nctf him^elif ihVent ithe subject matter :sought tp be patented. 

• ■ ;■ • • ! i 



i I 



' . I' 



Claim Rejections - 35 USC § 102 



! 



'^ii-'i-? 

i 



Claiiris \6 aM\&X9 are rejected under 35 ItflS.C. 102(e) as being anticipated by 
7,078,218 to Johnston, etiai. '' ! ' ; : \ u ; , 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of .the reference, lit constitutes prior artiuhderi 35 U.S,C. ; :( 
102(e). This rejection'uhaer^S U.S.C; 102(e) might be overcome either by a showirig under 37 
CFR 1.132 that aiiy invention disclosed but not claimed in the reference was! derived from the • 
inventor of this application and is thus not the invention "by another," or by an appropriate ; 
showing under 37 CFR 1 .131 : ], ; -L . ' j H :i ; I; j; [rl \\ 
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Johnston teaches methods of making alphayiral particles (e.g., Claims) which can contain 
multiple antigens; (e.g^ ppli 8,ijparagraph 2), and caipt fee to viral sources (e.g., eblsM-2; paragraph 
bridging). | "• ' '}.\ ••" i ' . ! ; ' * j. 

Hence, the composition is anticipated. • 



Claims ;16 ^d;!li$4l9 i^main riejectediunder BS U.S.C. 102(e) as being anticipated by US 
PAT NO 6^521,235 to Johnston, et aL, patented February 18, 2003; and 5 

Claims 16 and 18-19 remain rejected under 35 U.S.C. 102(f) because the applicant did 
not invent the claimed subject: matter, for reasonsof record. ! | : ! ; ' i I / < . 

The; applied fefeir^npe -has a common -inventor with the instant application. fiksed upon 
the earlier effective U.S. filihg date of the reference, it constitutes prior artunder 35 U.S.C. ! 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under.37 
CFR 1.132 that any invention; disclosed but not claiked in the! reference wks!a!eri^'from the 
inventor of Ithis; ^]^^:it^ is thus not thje inve^ti^n "by another," or bjy. in appropriate 
showing under 37 CFR 1 T 31 : 

With regard to the claims rejected in this section, Johnston teaches the alphaviral particle 
replicon compositions, as claiped - whferein the alplitayiral replicons compri^' codii% ! regions for' 
more thm-onb-^g^ ; (e;g.y^laims 16 and 1|8-19), land further, Johnston teaches that the: 
antigens can come from various viruses, protozoa, and bacteria (e.g., col. 6; claims). 

Response to Argument -102, Johnston 

Applicant's argument 6f 8/8/07!has lieeh fully i considered but is not fbuhd persuasive;. : 
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Applicant argues that the method produces a much better yield, allowing larger amounts 
of viral product to be prpdiice^ and as; such Johnston ! does not anticipate the claims (pp. 1 8-19, 
paragraph bridgiiig)v j! j : • ; 

Such is not persuasive. Applicant is claiming a product by process, and not a method 

itself. There is nothing in the claims to distinguish the obtained composition from that of 

. ' ' • : , , : : ' ,h ^ ' ! ! -!!lM:!lV.-"::. ,Y:- : v' 

Johnston. ; . ' • • .. ;i : . ' i i' '• , . j ; i ; • . 



Claims 1 6 and 1 8- 1 9 remain rejected under 35 U.S.C. 1 02(e) as being anticipated by U.S. 
Patent No. 7,090,852 to Hevey, et a!., for reasons of record, j l: 

■ . . .= v: - j " i • ! . \ 1 - ! ■ 1 ■ ■ • ■■■ 

The; applied refe;if?nce has a common anventpi" >vith the instant application. . Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 ithat any invention disclosed but not claimed in the reference w^iderivedfrom the , 

inventor of jthis application and is thus!not the invention "by another," or by dn appropriate 

. . I" [ l f ; 'r ■ \ i • ; I : ^ ■ 

showing under '37-CFRl:Bi! ! ! • • , | 

Hevey teaches alphaviral amplicon particle compositions, comprising multiple antigens 



of Marburg virus (e.g., ABSTRACT; cols. 4-6, col.: 7 
Henjc£, Hfevey iariticip^es the claims. : j 



i 

Response to Argument - 102, Hevey '. 



paragraph 5; and Cl^iip.6);. , . . 



Applicant's argument of 8/8/07 has been fully considered but is not found persuasive. 
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Applicant argues that the method produces a much better yield, allowing larger amounts 
of viral product to be produced, arid asi such ^eveyiddes not anticipate the claims (pp? 19-20, v? 
paragraph bridging). ;: ; : ; :| . .,'<■. j, \ ; 

Such is nbt persuasive. Applicant is claiming a product by process^ arid not a method 
itself. There is nothing in the claims to distinguish the obtained composition from that of Hevey. 

Applicant argues that Hevey does not teach la' population of viral particles each with , 
distinct antigens (p. 20, 'paragraph 2). j. j . '• i 

Such is not persuasive. Applicant's claims read on the population of a single type • 
replicon with multiple antigens encoded. 

■ ; • '.•i.-. ;, :::r; i 1 ;;;: L||. ' ■ : • | ! i 1 i. ... . • 

Claims 10 arid: 1S41^ i£main rejectedlunder 35? U.S.C. 102(e) as being anticipated by US 

Patent No. 6,783,939 to Olmstead, Patented 8/3 1/04, for reasons of record. 

The applied reference has a common inventor with the instant application. ; Based upon 

the earlier effective U.S. filing date ofjtiie reference, lit constitutes prior art|uii<ier ! 3$ U.S.C. '" 

102(e). This r^eption;un^er!^5 UJS;<p;| 102(e) might be overcome either by a showing under 37 

CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 

inventor of this application and is thus not the invention "by another," or by an appropriate 

\ • . . ' ; ; . ■!-'.: 1 1 f I 1 !;* ■'',-*■{•' " ., -" • 

' ■,.'.* : - j i i ■ : = ! ji j"l ■- " 

showing under 37 CFRil,13lli = ii ; ;' i ' ' 

. As shown by claims 2i}3 and 8-9, the blmstead teaches compositions of alphaviral 

i ; .... 

replicon particles, comprising one or more encoded antigens from gag, env, and pol. Hence:, 
Olmstead anticipates the instant claims. j 
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j !■ : : ' : 
Response to Argument - 1 02, Olmstead 

Applicant's argument of 8/8/Q7 has been fully considered but is not fpund persuasive. 

Applicant argues that the method pro'duces a much better yield, allowing larger amounts 
of viral product to be produced, and as such Olmstead does not anticipate the claims :(p.:21 3 . 
paragraph 1). 

Such is not persuasive; Applicpt isclaiming a product by process; aiftd nqta method y 
itself. Thete islnothinjg ;Jn Jhe 'claims to distinguish the obtained composition from that of 
Olmstead. i : j '!....,. ■ 

Applicant argues that Olmstead does not teach a population of viral particles each with 
distinct antigens (p. 21, paragraph 1). r : = r; ; ! j; ; s j : i j.? 

Such is ;npt persuasive!. Applicant's claims fead on the population pf a single type 

■ 1 \>' l ^< \ < '} : : i ! ; ■ • . 

replicon with multiple antigens encoded. ■ 

Claims 16 and 18-19 remain rejected under 35! U.S.C. 102(e) as being! anticipated by iU.S. 1 

■ I : - J' ' ' H ; ■ : : i ' • '. 

Patent No. 6,52 1 J235 to ! Johiiston, et al., Patented 2f 1 §/03, for reasons of record. 

The applied reference has a common inventor with the instant application. Based ujpbri 

the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. ! 

102(e). This rejection under 35 U.S.C:; 102(e) might' be overcome either by a ShoVvirig under 37" 

CFR 1.132 that any inventionidisclosed but not claimed in the reference was derived from the 

'•I •' ; 1 ; ' !: 1 ■ : • i ■ ; . , . 

inventor of this application and is thus not the invention "by another," or by an appropriate 

showing under 37 CFR 1 . 1 3 1 . 
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Johnston teaches alphaviral replicon vectors (ABSTRACT), encoding more than one! 
antigen (e.g., Claims 3-4), which may be of . viral, protozoan, or bacterial origin (e.g., cols. 5-6). • 

Henc?, Jo^ston : ariticipates the claims. ji; i 
; , Response to Argument ^102, Johnston 

Applicant's argument of 8/8/07 has been fully considered but is not found persuasive. 

Applicant argues that the method produces a much better yield, allowing larger amounts. < 
of viral product t<p be prbd]uce<i, arid als 1 such Olmstejaki does not anticipate the' claims (p. 22, 
paragraph 1). 1 ; "i> ;. j 1 ['." j I • ; • , j r t : 

Such is not persuasive. Applicant is claiming a product by process* and not a method 
itself. There is nothing in the claims to distinguish the obtained cdmpositiori.from that of ;. 

■ 1 ' " 1 : i • ! ' 1 i ! ■ i • I ' l « *' '' ' 

.i . ; i ' | - J ■ ! < ;< • , . • i . • 

Olmstead. i ' ■■' ; .s: : jj ! ,; : ' : 1 j ! 

; j ..... ■■ :i • , •; j j . ; . 

Applicant argues thiat Olmstedd does not teach a population of viral particles ;each with 
distinct antigens and that it is limited to 2 antigens, and therefore is not a library (p. 22, 
paragraph p. _ _ _ . ; „....'; j ; 1 ; 1 j v ..; ' :{ 

Suc]\ isnot^ts^ry^ Applicant's claims tendon the population pf a single: type 
replicon with multiple antigens encoded. If subh is not a library, when dods more than 6he. : 
antigen become a library? Still further, there is no term "representative library in the claims'' but 

only "corresponding to a nucleic acid expression libiiajry". Such neciessarify! erpbracies more thaiiv 

: • . *i. -i : ?• j . i r . '• : i ! i 
one protein; from any Kbr^ryJ • i 

' : ■ '': -^-i::"! i : 1 • > ; ■ • i ,: 

Claims 16 and 18-19 remain rejected under 35 U.S.C. 102(e) as being anticipated byiU-S. 
Patent No. 6,531,135 to Johnston, et aL, Patented 3/11/03, for reasons of r^drd.! f ■;>. 
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The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. • 
102(e). This rejection under 35 U.S.C: 102(e) might|be overcome either by'a shoVvirig uftder 37 
CFR 1.132jthat any in:ventioh;|disclosed but ikot claiimed in the reference was derived from the 
inventor of this application arid is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1 . 1 3 1 . 

Johiston teaches alphaviral replicon particles (e.g., ABSTRACT), eric6ding More than 
one antigen (e.g.,; Claims 34-^5), which may; be frofn several viral sources (e.g., col. 5). 

Hence, Johnston anticipates the claims. 

Response to Argument- 102, Johnston 

Applicant's argun^erit bf 8/8/0^ has been fully j considered but is not found peisuasive. 

Applicant argues th^t' the argument to the 4 2j35 patent is also applied here (p. 23, 
paragraph 1). 

The Examiner argues the same answer as given to the 6 235 patent. 

Applicant argues that the method projduces a much better yield, allowing larger amounts 
of viral productto be l^roduced, and as such Johnston does not anticipate the claims (p. 23, 
paragraph 2). 

Such is not persuasive. Applicant is claiming a product by process ? and not a method 
itself There is npthing jn the ^laims \6 distinguish jthe obtained composition (from that of 
Olmstead. • >• ;;■ ; ■■■ ■ -..i ! ., . ; . . 
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The following pair of rejections is made with, alternatively, the PGPub and patent, of the 
same application, however for sake of compactness, the analysis is only directed to the 
patent, as the Application has the same disclosure. i i j ; ! 

Claims 16 and; 1^,9 remain rejected; under 35! U.S.C. 102(a) as being anticipated by U.S. 
Patent Publication NoV 20020034521 !to Lee, et:al., Published 3/21/02 and 1 i 

Claims 16 and 18-19 also remain rejected under 35 U.S.C. 102(e) as being anticipated by 
: U.S. PatentiNo. 6,495,143, to Lee, et al., Patented 12/17/02, for reasons ofirecprd.; • <i . ; 

The; applied reference |ias a coiyimon Inventor with the instant application. Based upon 

• ' ''- :•• • ■ ■ .i :' v \ • '• • ; . • . • . . • • . • • r / 

the earlier effective U.S. filing date of the reference, it constitutes prior artuhder 35 U.S:C. 1 • 

102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 

CFR 1.132 that any inventiqndisclosec} but not claimed in the reference w&s j djeri^ the ?»! 

inventor of ithis application anji is thus hot th|e invention "by another," or by an appropriate 

showing under 37 CFR L131; ! i 

Lee teaches VEE replicon particles (e.g., col. 4), and compositions of such wherein the 
replicon particles! encode apliiralify of botuliiium batteria antigens (e.g., dlaliiri 28). ' : / ; • ■ ! 

Herice, Lee Micipates the claims, j. j j ; 

Response to Argument -102, Lee Patent and Publication 

Applicant's argument of 8/8/07 has been fully considered but is not fpund persuasive: 

Applicant argues thaUhe method prbjduces a n-iuch better yield, allowmg ldrger am6unts ' 
of viral product to b£ produce^, and as such Lee dobs mot anticipate the claiims (p. 24, paragraph 
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; i .!-;;;.;, . : ( • ' , 1 < t < . . . . .i 

' *'••''' "'*' J 1 ' t ; * j t • 

Such is jiot pefsuasive:; Applicant is claiming a product by process; and not a method 
itself. There is nothing in the claims to distinguish the obtained composition from that of : 
Olmstead. 

Applicant argues that with a maximum of 6airttigens, the composition is not ^library (p. 
24, paragraph 3).! : p • ■ ';!; ; •] ■ , ! , ! , ' 

Such is not persuasive. When does it become a library? At 7? More than one antigen is 
considered a library. Still further, there is no term, "representative library ii^ the claims" but only 



"corresponding to a riucl^ic acid bxprleksion library?: 
protein from any jlibrary. ]■'■]'}■ j ' . 



Such necessarily embraces more than one 



Claims 16 and 18-19 remain rejected under 35 ; U.S.C. 102(e) as being anticipated by U.S; 
Patent No. 6,632^640 .to-teeUt ai., Patented 10/14/03; for reasons of recorci. li 

The applied reference has a cbmmon inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. \ 
102(e). This rejection under 35 U.S.C. 102(e) might; be overcame either by a showing under 37 r 
CFR 1.132 jtHat any inV^ritibn ; |disclosed but not claiimed in the reference was derived: from the 
inventor of this application! and is thus hot the invention "by another," or by an appropriate . 
showing under 37 CFR 1.131. 

Leejteaches VEE replicon particle compositions encoding 2 'distinct antigens of • . . ; ' 



Staphylococcus aureus endotoxins (eJg., col 

Hence, Lee anticipates the cited claims 



3, par^gijaphs 2-3). 
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. i \ ' > ;■ !' I, :!■ ' :. " j i , 

i ; i Response to Argument -102, Lee \ 

j ■■ * ; ■ * ■ I • ; \ : ' . ... 

Applicant's argument of 8/8/07 has been fully considered but is not found persuasive. 

Applicant argues that the method produces a much better yield, allowing larger amounts 

. ; : ; i i ' ii *: i •>:''.■ ■ '\ 

of viral product to be produced, and a^ such Lee dobs bot anticipate the clairiis : (p. ! 2S, paragraph ' 

' ; '. • ' ; 1 'tXi •!.';■ i. !!' ' : 1 : 1 ' M • 

i ■ • :■ : - ; : ' • ' • • i; 

3); : r ■. ■ 

Applicant argues that Lee does not teach a representative library of antigens (p. 25, 
paragraph 3). 

i ■ ■■ i : ;. : • : | i: : • : ; );,;■:/; : £ 

Such is not persna^iyelj, What lip the definitive 'number for a library? lytore than whatever 

the patent used.to reject teaci|s? A library \s consisted to be any more tlian one. Still further, 

! ' ' " ! • • 1 . 1 '. 

there is no term "representative library in the claims" but only "corresponding to a nucleic acid 
expression library". Such necessarily embraces more than one protein from any library; 



i ; 



j • 



Claims 16 arid I8tlj9 remain rpjected'under 35 U.S.C. 102(e) as being anticipated by U.S. 
Patent No. 6,770,479 to Lee, et al., patented August 3, 2004, for reasons of record. 

The applied reference has a common inventor with the instant application. Based upon . 
the earlier elective UvSIi: filing date of the referencq, ! it constitutes prior art'urider 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of ithis application and is thus not the invention "by another," or by aq appropriate 

• :■ : -.' ■ v : " : :t * V ■ i ' * 

showing under 37 CFR'L 1311:1 '' ; !' 5 { 



Lee teaches a 



composition of VEE replicons (e.g., EXAMPLE 2), encoding itiore than 



one antigen of anthrax (e.g., Claim 15). 
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Hence, L6e anticipates the cited claims. s ; 

; f ; : ' i . v i • | s ■. 

Response to Argument - 102, Lee 

Applicant's argument of 8/8/07 has been folly considered but is not found persuasive. . 

Applicant argues that the method; pro^uceb ? much better yield, allowing larger amounts' 

- • ; ..v.,.. * ; - ' :Y i !»;■■;. ; ; I ! 'j , , 

of viral product to be -produced, and as such Lee dojes not anticipate the claims (p. 26, paragraph 

!;. " ■ i-i 'k i '. : . . i . • ■ : 

3), ! • ■ • ' ; ' ■ : ., : 

Such is not persuasive. Applicant is claiming a product by process, and not a method 
itself. There is nothing in the idaims to distinguish the obtained compositii)ii ^frofn 1 "ifeat of Lee. : ' 

Applicant! argiies that Ilee doesnot tejach a representative library of antigens (p. 25, 
paragraph 3). 

Such is not persuasive. What is the definitive number for a library? More than whatever 
the patent Used to reject teaches? A library is considered to be any more tliafl Gne • 'Still further, 
there is no term c ireprdsentatiye library in thef claimfc" but only "corresponding to a nucleic acid 
expression library". Such necessarily embraces more than one protein from any library. 



Claims 16 and 18-19 rpmun rpjected;under lJ5' U.S.C. 102(a) as beirigj ^ticipated by ! U.S. 
Patent Publication No: 2002/dl 64582 to Harit, et alj Published 1 1/7/02, for reasons of record. 

Hart teaches VEE replicon particles (e.g., paragraph 0025), encoding several Ebola virus 
antigens (e.g., paragraphs 0025 and Claim 59). (It is noted that the composition claim states that 
the DNA encodes the$.e proteips,; but the specification' teaches that the DNA iftay be used to , 
make the replicon particles; aiid hence, this evidences -that the particles would contain the same 
sequences.) 
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Response to Argument 

■ ; > *:' ' i'! ^ • • i ; : i 1 i \ 

i I , 5 l; !i . < • j ' ■ ' ■ ■ 

Applicant's argument of 8/8/07 has been fully considered but is not found persuasive. 

Applicant argues that the method produces a much better yield, allowing larger amounts 

of viral product to be produced, and as such Hart does not anticipate the claiihs (p; 27> paragraph. 

3). . ; ;• ! .::■•.' ;!•••:!,,-• : : ! ; . 

Such is not persuasive. Applicant is claiming a product by process^ and not a method 
itself. There is nothing in the claims to distinguish the obtained composition from that of Hart. 

Applicant argues that Lee does not teach a representative library of antigens! (p. 27, :'»" 
paragraph^). ;. , i; ,! •' :!.r j j j ; ' 

Such is not persuasive. What is the definitive number for a library? ivlore than whatever : 
the patent used to reject teaches? A library is considered to be any more than one. Still further, 

there is no term "representative library in the claims" but only "corresponding'to' a nucleic acid : 

: 1 ' ..' i 1 ':;' ; : l - : . '■ ! ! 1 1 i t . : "... 

expression library": Such necessarily embraces metre ithan one protein from any library. 

Claims 16 and 18-19 remain rejected under 35 U.S.C. 102(e) as being anticipated by U.S. 
PatentNo. 6,51 7,842 to Hevev, et al.* Patented 2/1 1/03, for reasons of record: 1 : v ; : ' 

The applied reference ;has a common jinventbr with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S:C • 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 

1 , ! ■ t ; • • t . 

i • . . . '. i I • ! : I j ! ' ' • " ' ' ' 

CFR 1.132 that any inventioniidisclosed but not claimed in the reference was 1 derived from the 
inventor of this application; and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 
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Heyey teaches VpE rejplicon particles (e.g.,;col. 2, paragraph 6), ericoiding one or more 
Marburg virus antigens (e.g., col. 3, paragraph 4). !.* . 

Hence, Hevey anticipates the cited claims. 

Response to Argument -102, Hevey , 

Applicant's argument of 8/8/6? has been fu|ly considered but is not found persuasive. 

Applicant iargiies that the method produces k much better yield, allowing larger amounts 
of viral product to be produced, and as such Hevey does not anticipate the claims (p. 27, 

paragraph 3). 1 i 

; ; ; ■ \ ■ i J ; : j j: «' ' . : 

Such is npt'pejsUasive]' Applicant is claiming ja product by process^ aiid not a method 
itself. There is nothing in tfce 'claims io : distinguish the obtained composition from that of Hevey . 
Applicant argues that Hevey does not teach a representative library of antigens (p. 27, 

paragraph 3). ; , ■ j; . , : < • . ■ 

i. . ' i ",! ' ir v • ' ;i : M •' i i i : < ; • 

Such is hot pekiiasive^ What is the definitive number for a library? More th&ri whatever 

the patent used tcj reject teaches? A library is considered to be any more than one. Still further, - 

there is no term "representative library in the claims" but only "corresponding to a nucleic acid 

expression library". Such necessarily embraces mqrethan one protein froiki jSify liip^ary; ,-».■ 



! f 



Claims 16 and 18-19 remain rejected under 35 U.S.C. 102(b) as being anticipated by U.S.' 
Patent No. 6,156,558 to Johnston, et al., Patented 12/5/00, for reasons of record. j 

Johnston teaches a plurality of alphayiral pajrtiples encoding a plurality of antigens (e.g- , 
Claim 37). \ Mordover^ Johnston teaches sucH antigens being from viral sources (e.g., col. 5). 
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Response to Argument ^102, Johnston ! 

>,,.'•;.,» • : j ? i • 1 , ' ' ' f 

; ■ • . 'i . . i ; I j •',:•*-- 

■ j • • . ■ • i ' • . t > 1 ' . ' ■ . 

Applicant's ^giiment ;of 8/8/07 has bfeen fully|considered but is not found persuasive. 

Applicant argues that the method produces a much better yield, allowing larger amounts 
of viral product to be produced, and as such Johnston does not anticipate the;claims (p. 29, 
paragraph 3). _ ; ... . ' j \\ ' ;. , ! ; ; . [ "]''' [. ' ""' ' ! ' 

Such is L not pefeuaLsive^ Applicant is claiming a product by process^ and not a method 
itself. There is nothing in the claims to distinguish the obtained composition from that of . 
Johnston. 1 • 

! , ,: . ;i; : 1 s:l;;.:.,j,c;-. ,«X+ 

Applicant: argues that'Hevey does not teach ^representative library 1 of antigens (p. 27, 

paragraph 3). ■ ; * . ■ i ;i- ; . ' . ; . • : 

i * *' • ' ' : ' ■■ ■ ' '. . 

Such is not persuasive. What is the definitive number for a library? More than whatever 
the patent used to reject teaches? A library is considered to be any more than one ■ Still further, :i 
there is no term "repr^s^iiiliatiVe librarjyin the claim^'- but only "corresponding<to a nucleic acid 
expression library". Such necessarily embraces moire than one protein from any library. 

Claims 16 and 18-19 are rejected under 35 U;S.C. 102(a) as toeing anticipated by U.S.; ; ; ; 
Patent No. 6,451^592:i^'3^Ubdtisky, etal., Patented 0/17/02; and 

.• - ; ■ y'li^lr'^ : \ \ ; • • 

Claims 16 and 18* 19. aire also rejected under 35 U.S.C. 102(e) as being anticipated by 
U.S. Patent No. 6,45 1 ,592 to Dubensky, et al., Patented 9/1 7/02. 

The| applied reference has a common inventor with the instaht application. ; fJased upon; : ; 
the earlier effective UiS,. 1 filing date of the reference; it constitutes prior arturider 35 U.S.C: 

■ !' ,• i'" ; :fJi:; j ; r j- ■■ . • ; 

102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 . : 
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CFR 1.132that any invention disclosed but not claimed in the reference was! derived from the ; i 
inventor of this application and is thus;not thie invention "by another," or by an appropriate 
showing under 3 7 CFR 1.131. \ 

Dubensky teaches a composition of alphaviral replicons comprising multiple 
heterologous sequences (e.g., col. 3, paragraph 4). 3vl6reover, such encoding 'heterologous V : -v/;r 
. sequences can fee;ahtigeh? : tQ l #ruses &g., cols. 33-34^ paragraph bridging).- •* 

: i' ' "■ I' "i! ! ■. : : i : , . .• ' •' 

I •..!.... ' ■ , ' . i ;• •'.!■,'...'.'•'' .•• 

Hence, Dubensky anticipates the claims. 

Response to Argument -102, Dubensky 

Applicant's argument of 8/8/0? has been fully j considered but is not found persuasive. 

Applicant arjgues that: fhe method produces i. much better yield, allowing larger amounts 
of viral product to be produced, and as such Johnston does not anticipate the claims (p. 30, 
paragraph 3). 

Such is not persuasive. Applippnt is claiming a product by process, riot' a method 
itself There is ; nothing in the jclaims to ! distinguish jth£ obtained composition from that of 
Johnston. 

Applicant argues that multiple sequences are taught by Dubensky, in a single particle, 
and that further this dp^s not qorrespbnd to a library (p. 30, paragraph 3). < j ; . 

Such is not persuasive] The claims read on such compositions, and the library is 
considered to be more than antigenic entity. 

Claims IfymfyXSjlQ rtmain rjejeetedurider 3 ! 5 U.S.C. 102(b) as being anticipated by U.S. 
Patent No. 5,792,462 tb Johnston, et al, Patented 8/1 1/98, for reasons of record. 
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J ohnston teaches a composition of VEE replicons encoding more than brie il^assa fever 

virus protein, whicfrare in a composition, administered to BHK cells (e.g., ; EXAMPLE 4). 

; ' ■ f ' "■ . ; ' • , '.■ 

Hence, Johnston ariticipates the claims. 1 

Response to Argument -102, Johnston 

Applicant's argument of 8/8/07 has been fully considered but is no! found persuasive: 

Applicant argues that the method projduces a much better yield, allowing larger amounts 

of viral product to be produced, and as such Johnston does not anticipate the claims (p: 31, : 

paragraph 3). 

Such is not persuasive; Applicant is claiming a product by process ■ and ndt-a method ; 

i ■ \ ■:;r; i !.; : ;| • ; ! : : : ; : ; i ,■ • . 

itself. There is nothing in the jclaims to distinguish khe obtained composition from that of 
Johnston. 

Applicant argues that multiple sequences are taught by Johnston, but only single 
sequences, according to the passages cited (p, 31, paragraph 3). 1 • 

Such is not persuasive; The single sequence could be a single protein, and the antigens 
could be as small as 5 amino acids for recognition. Hence, the single protein contains multiple 
antigens on it, and corresponds to the library by being a protein from the library. . 

Claim Rejections - |*5 USC § J 03 

The following is a quotation of 35 ILS.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

; . , ■ , , : ■ ] ' : ■ 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section' 1 02 of this: title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter £s a whole would Have bee* obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. : - 
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Claims 16-17 are rejected under 35 U.S.C. 103(a) as being obvious* over 7,078,2 1 8 to : 

:-. ■;••;-,':..;':! •' I J • , :i ~ i ; 

Johnston, et al., ahdSlovin, et al. (1999) Proc Natl Read Sci, USA, 96(10): 5710-15. 

The applied reference has a common inventor with the instant application. Based upon 

the earlier effective U.S. filing date of the reference, it constitutes prior art only under 35 U.S.C. 

102(e). This rejection under 35 U.S.C: 103(a) might'be overcome by: (1) a showihg undfer 37 

CFR LI 32 that any invention;;disclosed but not claiimed in the reference was< derived from the 

inventor of this application and is thus not an invention "by another"; (2) a showing of a date of 

invention for the claimed subject matter of the application which corresponds to subject matter 

i '.•;»,.' 

disclosed but not claimed in the reference, prior to the effective U.S. filing date of the reference • 
under 37 CFR 1 .131; or (3) ai} oath or declaration lirider 37 CFR 1.130 stating that the 
application and reference are currently owned by the same party and that the inventor named in 
the application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer in 
accordance with 37 CFR 1 32} (c). This rejection mi^ht also be overcome by; showing that the 
reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 35 U.S.C. 
103(a). See MPEP § 706.02(1)(1) and § 706.02(1)(2). 

Johnston teaches methods of making alphaviral particles (e.g., Claims) which can contain 
multiple antigens; (e.g r , col. 8 ? i paragraph 2), and can be to viral sources (e.g., cpls. 1-2, paragraph 
bridging). : ; i; i ' ■ : 

However, Johnston does not teach the use of a tumor antigens. 

On the other hand, Slovin teaches that multiple antigens for the turgor may be used to 
develop multivalent .vaccines (e.g., ABSTRACT). Hence, at the time of inVehtion, it would have 
been obvious to modify the methods in developing a : vaccine to prostate career. The Artisan 
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would have expected success as the patent teaches the vaccines work, and Slovin teaches the use 
of doing so to develop a multivalent vaccine to prostate cancer. ; ; ' 



Claims 16-17 remain rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,156,558 to Johnston, et al., Patented 12/5/00, Nestle, et al. (1998) Nature Medicine, 
4(3): 328-32, and Smopker, e^ al. (2000) Vaccine, 18:12533-40, for reasons of record 

It is noted that the Nestle reference is only supplied as the abstract, as the Examiner 
was unable to obtain the full reference prior to the date that this Action is submitted. 
However, such abstract is sufficient to describe the aspects required of the reference. 

Johnston teaches; the use of similar alpha-viral: replicon particles, in vaccines. (E.g. , 
ABSTRACT; col. 3j paragraph A; coll 4, paragraph^; cols. 7-8, paragraph bridging.) Moreover, 
Johnston demonstrates that the particles are sufficient to produce immune responses against 
foreign gene encoded proteins (e.g., FIGURE 3). , However, Johnstpn does, not teach a. plurality 
of replicons encoding:^ ■ 

On the otber hand^ NeStle teaches a cocktail? of peptides used to produce cancer immunity 
(e.g., ABSTRACT), and Smooker demonstrates that a library of genes may be administered to 
develop an immune response. . \ 

Hence, at;the time of invention; it would have been obvious to make a plurality of 

! : ! ' '; ., • •!' \ - \ : ' 

alphaviral repliccjns encoding the different peptides of Nestle. The Artisan would have been 

motivated to do so to produce an immune response to cancer, using the method of Smooker . 

instead of aictual delivery of the polypeptides. Morepver, the Artisan would have .had a 

. ,■ :i : in , . • i • 1 i . . . ■ . . 

reasonable expectation qf success, as Smooker had demonstrated that a plurality oFantigens 
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could have been so-delivered and Nestle teaches that the plurality of peptides produced immune 
response to cancer. j , ; ! i ; : ; 

; • Response to Argument - j?05, Smooker/Nestle ; 

Applicant's argument of 8/8/07 has been fully considered but is not found persuasive. 

Applicant argues that the method produces a much better yield, allowing larger amounts 
of viral product to be produced, and as such Smooker/Nestle does not Obviatfetthe ; cl£iims (pp. 32-* 
33, paragraph bridging) 1 .: 1 

Such is not persuasive. Applicant is claiming a product by process, and not a method 
itself. There is nothing in the claims to distinguish the obtained composition from that of ■ 
Smooker/Nestle.; ■ .'; = ■ ! | * " 

Applicant argues that the combination of Smooker/Nestle is a distinct approach for the 
library than presently taken (p. 33, paragraph 2). 

Such is not persuasive. The composition still reads on the claims and corresponds to a 

library. 

Applicant ar^Ues that, the combihatioh of references is impermissible hindsight, because 
there is no specific motivation (p. 33, last paragraph). 

Such is not persuasive. KSR v. Teleflex precludes the argument of specific motivation, 

Claim 16 ;and 1 8-1 9 reinain rejected under 3>5 U.S.C. 1 03(a) as being unpatentable over 

i i : 

U.S. Patent No. 6, 1 56,558 to Johnston, et al., Patented 1 2/5/00, and Smooker, et al. (2000) 
Vaccine, 18: 2533-40, for reasons of record. 
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Johnston teaches the use of similar alpha-viral replicon particles, in vaccines. (E.g., 

ABSTRACT; col. 3, paragraph 4; col. 4, paragraph 2; cols. 7-8, paragraph bridging.) Moreover, \ 

; ' , ■■.'■»; ! : ii ■■; ■»/-•' ■. 

Johnston demonstrates that thfe particles are sufFiciqrit to produce immune tesponses against 
foreign gene encoded proteins (e.g., FIGURE 3). However, Johnston does, not teach a plurality 
of replicons encoding a plurality of antigens, or the use of antigens to protozoans. 

On the other hand, Smooker teaches a library of epitopes, expressed or\ separate plasmids 
(a library), for immunizmg niice against Plasmodiuhi chabaudi, a protozoan (ABSTRACT). 

•; { T : ; j ! ; : = :!|;: I I i : 

Hence, at .the time of invention, it would haVe been obvious to make a library of 

alphaviral replicon particles encoding different foreign antigens of the protozoan. The Artisan 

would havq been motivated to do so to immunize; mice, thereby providing inqreased protection : 

from Plasmodium chabaudi.: the Artisan wpulcl have; also have a reasonable ^expectation of 
' ' . : i' :, f.'i" - : | !' j ' ! ' - 

success, as not only Had Johnston demonstrated that immune responses could also be elicited, but 

Smooker had demonstrated the library of encoded proteins could induce immune protection from 

such protozoan. ^ ' «■ j; : 

ii; ! ! :! • . • i i 

; ; Response to Argument - 103* Smooker /Johnston 

. ■■ Applicant' s argument of 8/8/07 has been fully considered but is not found persuasive. . 

Applicant argues that the method produces a much better yield, allowing larger amounts 
of viral product to be produced, and as such Smook,er/Johnston does not Ob^iate:thk 'claims (pp. : 
34, last paragraph), i ; ; ' : ! j 

Such is nd)t persuasive. Applicant is claiming a product by process^ and not a method 
itself. There is nothing in the claims to distinguish the obtained composition from that of . !. ■ 
Johnston/Smooker. ?■ . ; »'i !! ! ; Jv 
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Applicant argues that the combination of Smooker/Nestle is a distinct approach for the 
library than presently taken (p. 33, paragraph 2). 

Such is not persuasive; The composition still reads on the claims and; corresponds to a 

: ' j - ' " ! i : i= ! - ; ' i ' I ' : ' : 

library. '• ! ' ■ " -i " ' : \ < : 

Applicant argues that the combination of references is impermissible hindsight, because 

there is no specific motivation (p. 33, last paragraph). 

■ . ■ : ... • . •;• ■ I 1 : : : ;' ' 

Such is not persuasives KSR y: Teleijlex precludes the argument of specific motivation. 

! ' • ' ' ■ \ ,' ' ; h >i ! ! i • 

Claims 16 and 1 8-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,235,290 to Brunham, Patented 5/22/01 and U.S. Patent No. 6,156,558 to Johnston, 
et al., Patented 12/5/00 and Siiiooker, et al. (2000) Vaccine, 18: 2533-40. i 

Brunham teaejhesla DlKfA vaccine against Chlaymidia (e.g., ABSTRACT) and further 
teaches to design a multivalent vaccine using various forms of the MOMP gene, in order to 
provide increased immunity to more strains of Chlaymidia (e.g., col 5, paragraph 5). . r .; 

Johnston teaches {he psd of similar alpha- Viral replicon particles, in Vaccines.: (E.g., 
ABSTRACT; col 3, paragraph 4; col 1 . 4, paragraph^; cols. 7-8, paragraph bridging.) Moreover, . 
Johnston demonstrates that the particles are sufficient to produce immune responses against 
foreign gene encoded proteins (e.g., FIGURE 3). • ; , > ■ j. , 

Smooker teaches a. library of 6pitope£, expressed on separate plasmid£ (a library), for 
immunizing mice? against Plasbodiiim chabaudi, a protozoan (ABSTRACT); 

Hence, at the time of invention, it would have been obvious to modify the composition of 
Brunham tb contain different antigens of MOMP fropi differeht strains of chlaymidia in. the v . 
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vectors of Johnston, the Artisan would have been motivated to do so to iricrease the number of, ; 
chlaymidia strains to which an immune response is elicited. Moreover, the Artisan would have 
had reasonable expectation of success,; as Smooker had taught that large libraries of particles 

could elicit immunity; when administered as DNA Vaccine. 

' ' ' '• i-'i' " "'-j - I' ' ' 5 ' !" ! ' ; 

! Response to Argument -103, Brunhant/Johnston/Smooker 

Applicant's argument of 8/8/07 has been fully considered but is not found persuasive. 

Applicant argues that the method produces a irnuch better yield, allo^ii^g. l^^r.' ^buhtsl'b- 
of viral product to be 'produce^, and as! such jBrunh^m/Johnston/Smooker does not Obviate the 
claims (pp. 35-36, paragraph bridging). 

Such is not persuasive. Applicant is claiming a product by process, and not a method 
itself. There is nothing in the claims to; distinguish the obtained composition &om! that of 
Johnston. j' : ' ::' ■ , • j i ' ; .' 

i . . I • ; ■■ . 

■ I , ! • ■ , . . . ' • * ' [' 

Applicant argues that the combination of Brunham/Johnston/Smooker offers a distinct 
approach for the library than presently taken than that cited by the Examiner (p. 35-36, paragraph 

bridging). • ■' 1 ! ' ;[ 1 '• ''''' 

j v , : /; \ i :j ; 1 ;! . ■ ; : i ! i . . : , ■ v 

Such is n6i petfsuasiye; The composition still reads on the claims and corresponds to, a 
library. Moreover, whatever manner in which the Artisan recognizes will work is acceptable, 
just because something is more preferable to Applicant's eyes does not preclude the Artisan's 
ability to do other methqds. : Moreover a library of MQMP genes is a library of MOfvIP genes 
from these various viral strains. ; ] : 1 

Applicant argues that the combination of references is impermissible hindsight, because 
there is no specific motivation (p. 37, paragraph 1). 
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Such is not persuasive| KSRy. Teleilex precludes the argument of 1 specific motivation. 

Claims 16-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
No. 5,866,553 to Donnelly, etjal., Patented 2/2/99, U.S. Patent No. 6, 156,55$ to Johnston, et al., 
Patented 12/5/00 jandlSmopker, et al. (2000) Vaccine,' 1 8: 2533-40! 

Donnelly teaches eliciting immune responses to papilloma virus via DNA constructs 
encoding papilloma virus gene products (e.g., ABSTRACT, TITLE). Further, several antigens . 
are taught for such.encdded genes, which may be used in combination (e.g 1 . col. 5i paragraph 2). 
Still further, it is noted that papilloma virus is not only a virus, but a major cause of cancer in 
women (cervical cancer), and hence, such immunization is also against cancer. 

Johnston teaches the use of the equivalent alpha- viral replicon paijticles, in vaccines.. 
(E.g., ABSTRACT;! colli 3> paragraph ! 4; col. 4, paragraph 2; cols. 7-8, paragraph bridging.) 

' ; i-.i: ... ; i ; : . ■ ■ ■ ■ 

Moreover, Johnston demonstrates that the particles are sufficient to produce immune responses 
against foreign gene encoded proteins (e.g., FIGURE 3). 

Smooker teaches a library of epitopes, expressed on separate plasmids (a library), for 
immunizing mice! agam$t; Plasmodium chabaudi, a protozoan (ABSTRACT).! 

Hence, atithe time of invention, it would have been obvious to modify the composition of 
Donnelly to contain different antigens of HPV in the alphaviruses of Johnston. The Artisan , 
would have been motivated to do so to provide immunity against the viru$ HPV and cancer . ; 
Moreover, the Artisaui ^oijld have had reasohable expectation of success, as Smobker had taught 

■.!"'*! \ '- ' - '' ' ' ! I 1 ' 

that large libraries of particles could elicit immunity. 
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; Response t$ Argument - % 03, Dbnnelly/Johnston/Smobker 

Applicant's argument of 8/8/07 has been fully considered but is not found persuasive. 

Applicant argues that the method produces a much better yield, allowing larger amounts 

• i ■ ■ » \ * • . ■ 1 

of viral product to be produced, and as such Donnelly/Johnston/Smooker does not obviate the 



claims (pp. 38, paragraph': 



2)4 



Such is not persuasive. Applicant is claiming a product by process, and not a method 
itself. There is nothing in the claims to distinguish the obtained composition; from that Of 
Johnston. : ; ... : : \\ i j. . ( : ! ; ■ j . " '! ' 

Applicant| argiies thiat the combination of references is impermissible hindsight, because 
there is no specific motivation (p. 39, paragraph 1). 

Such is not persuasive. KSR v. Teleflex precludes the argument of specific motivation; .: 

■ • . . : • •:,!!. : ■ I ^ • i 

Claims 16 arid ; 1-8*1 9 are rejected under 35 U:S.C. 103(a) as being unpatentable over U.S. 

Patent No. 6,309,642 to Cutler, et al., Patented 10/30/01, U.S. Patent No. 6,156,558 to Johnston, 

et al., Patented 12/5/00 and Smooker, et al. (2000) Vaccine, 18: 253,3-40. , , ;. , 

Cutler teachesiisety^rdl jantigens: designed to elicit immunity to Candida (a yeast and 

fungus), which may be delivered a polynucleotides 'encoding the antigens (e.g., ABSTRACT, 

CLAIMS). 

Johnston teaches the use of the equivalent alpha- viral replicon particles, in. vaccines. . 
(E.g., ABSTRACT; 'colid^ paragraph 4; col. 4, parajgrkph 2; cols. 7-8, paragraph bridging.) 
Moreover, Johnston demonstrates that the particles are sufficient to produce immune responses 
against foreign gene encoded proteins (e.g., FIGURE 3). 
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Smooker teactiefcj a; library of epitopes, expressed on separate plasmids (a library^ for 

eliciting immunity to organisms (ABSTRACT). 

At the time of invention, it would have been obvious to modify the methods of Cutler, by 
making several alphaviral replicon particles as taught ;by Johnston t6 encode idifferejnt antigens, as! 
taught by Cutler. \ Thie! Artisari! would have b^en motivated to do so to provide immunity to 
Candida, as Johnston taught that such DNA immunization would provide siriiilar immunity.. . 
Moreover, the Artisan would have had a reasonable expectation of success, as Smooker taught . 
that multiple antigens could be delivered to produce immune responses. !: ^ :• j\ 
i Responseito Argument ^103, Cutler/Johnston/Smooker 

Applicant's argumdnt of 8/8/07 has been fully considered but is not found persuasive. 

Applicant argues that the method produces a much better yield, allowing larger amounts 
of viral product to be produced, and as such Cutler/Johnston/Smooker does nbt oblate the: • 
claims (pp. 40, p^agr?iph; 2). "j!: r j ; j 

Such is not persuasive. Applicant is claiming a product by process, and not a method 
itself. There is nothing in the claims to distinguish the obtained composition from that of : 
Johnston. , :| | : \\\ • 1 5 T : 

Applicant bffets ain alternative motivation td> make a distinct composition, and therefore, 
argues that the Artisan would not make the present composition (p. 40, paragraph 3). 

Such is not persuasive. KSR v Teleflex precludes arguments of specific motivation. 
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'; t |i Conclusion \ ■ ''■ 

No Claim is allowed. " 

Applicant's amendment necessitated the new ground(s) of rejection presented in this ] 
Office action. Accordingly, THIS ACTION IS M^DE FINAL. See MFEE § 706.07(a). ; 



as set forth in 37 CFR 1.136(a); 



Applicant is remijndedlof i^tjie extension of time polity! 

, ■ ■ ' . : I \ ;' % ■ « ■ ■ ■;■ i i 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 

MONTHS of the ;mailing . date of this final action aqd the advisory action is not maijed until; after ' 

. : i a- ; 1 • i • \ - ; ■ i . ... V.. 

the end of the THRES^ONTf H shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 V 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, : 
however, will the statutory period for reply expire Ifiter than SIX MONTHS from. tlie date of this 

final actioni :• i '.- : '[ : ] \ } : ! ;i ; ; : : - : 

• • . i ■ ; ; ?j : ! ! \ 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert M. Kelly, Art Unit 1 633, whose telephone number is - 
(571) 272-0729. The examiner can normally be reached on M-F, 9:00am-5:(i0pm: ; i ': 

If attempt to ijeach th^e 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number for ttie " 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regardingjithe status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see;http://pair^direct.uspto.gov. Should you have questions on accessito the Private PAIR 

system, contact the Electronic 1 Business Center (EBC) at 866-217-9197 (toll-free). . 

Robert M. Kelly, Ph.D. 
Examiner, USPTO, AU 1633 

Patents Hoteling Program : ; ! , .... 

Mailbox 2C70, Remsen Building '• i 1 ; : !; : ; :- 

(571)272-0729 ; ' ■ : ' . i ! ; ! 1 



